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Choleste rol Levels. The importance of cholesterol levels in the 
blood mentioned in this page and in the next three pages has recently been 
questioned by Oster ( Med Counterpoint 4: 13-2?, 1972). The questions 

raised by the author relate to the value of epidemiologic studies in general. 
The article is reporduced in its entirety. 

Oster K A: Prevention of atherosclerosis. • ' 


EDITOR’S NOTE: Dr. Oiler’s p-aper takes itsue 
with certain conclusions of the Inter-Society Com¬ 
mission Report that have been drawn from the 
Framingham Study concerning the risk of coronary 
heart disease. It particularfy challenges the stated 
relative effect on risk of CUD at different levels- of 
serum cholesterol. Some of the questioning is based 
on clinical experience confirmed by others (eg., the 
unimportant effect on serum cholesterol levels of 
significant reductions in dietary cholesterol)! 

Morecner, Lhr. Oster casts doubt on thie latue of 
tpidemiohigic studies of this type and questions the 
mathematical underpinnings of the statistical meth¬ 
ods employed in this case. To■■ review such matters 
ve have cetied upon a consulting mathematician to 
offer a critique of Dr. Osier’s remarks as well 'cm the 
methodology of the Framingham Study. His com¬ 
ments immediately follow Dr. Osier’s paper. 


T 

An December 1970,1 he Intcr-Socicty Commission 
for Heart Disease Resources, “comprised of out* 
Mantlin'* leaders in the field of cardiovascular dis¬ 
eases and representatives of national professionalor- 
sanitations capable of making significant contribu¬ 
tions.” reported its suggestions for the prevention of 
atherosclerotic diseases. 


t>r. tKirr it Chief r»f Oartliolcnr*. PjtI Citv llmpiul, F.riiIi;cj>ott. 
• 0*mi. The author gr.iirfittlv adnm*lrt!>;rv the JviiUncr of 

r Mith.It 1 ii- r^iT hi (hr injiKrttum jI .iiijUmi of ihc ataimical 
«Iju III Ihc Kipirt: Mr. fVr^rr. a Minimi <u ihr t'rmrrwcv of 
a(rti III lfu% Htuk a rewarth Rum from 
j Hit l.iuu i brii^r^^i ||i jii Awnutiitiii 

j •"Piitiurv PirscninK* of ihr Ailtrxn«Iffolic IWavV: Rrpmi of 
> ihc Itiirr SiHtris Con «it< it won fur llrjir l.htrj«r Krtourtrt. Cir- 
\ -ulalMHi /; AS >.!*■> 70 


The Commission was created through a contract 
with Regional Medical Programs Service to help 
fulfil! the requirements of Section 907 of Public 
Law 89*239, which established the Regional Medi¬ 
cal Programs in 19G5. The Commission worked un¬ 
der contract No. NH 69*29 with the Health, Sci¬ 
ence. and Mental Health Administration Depart¬ 
ment of the Department of Health, Education and 
Welfare. The funds came out of taxpayers' money. 

In its introductory note to the reader, the Com¬ 
mission invites constructive criticism of the work 
of its study groups, particularly those who attempt 
to apply these guidelines. In the following paper 
such constructive criticism will be given and it will 
be shown that the Report of the Commission is 
prejudicial, based on dubious data and therefore 
probably deceptive. Furthermore, by thus wasting 
the taxpayers* money, the Report of the Commis¬ 
sion. instead of advancing the cause of coronary 
heart disease prevention, channels the research 
funds overwhelmingly into narrow, preconceived; 
subjective, discredited areas of research. It thereby 
hinders, if it docs not preclude, the development of 
other approaches which may provide more effective 
solutions of this prohibit!, so-vital to the health of 
the American |>coplc. 

To the tunc of scheduled press conferences and 
through recourse to the various media, the Ameri¬ 
can jK.*ople were advised to change their diets drasti¬ 
cally and csjKxiaHy curtail the consumption of 
cholesterol to 300 rugs, daily from the usual 600 
mgs. and reduce the intake of saturated; fats to 33% 
from 107 ;. Admitting!) having no proof on which 
to base these revolutionary recommendations that 
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TABLE I 

SUM AT ED RELATIVE REDUCTION IN CORONARY 
,HEART DISEASE INCIDENCE (v) ASSOCIATED 
WITH RELATIVE REDUCTION 1 IN SERUM 
CHOLESTEROL (u) 
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TABLE II* 

HEW CHO IN 6 YEARS FOLLOV.VUP: ACTUAL AND 
'EXPECTED NUMBER OF CASES AMONG MEN AO-53 
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he derived his equation. We doubt the validity of 
the-application of Cornfield's equation to Table Ui 
in the Inter Society Report in view of the latur\ 
simplifications and the omission of the risk of ex¬ 
perimental alteration in serum cholesterol levels 
which Cornfield mentions. According to the Cent* 
mission’s attitude, this risk would he zero. The 
Commission implies that the reduction mentioned 
in the footnote to Table Id would only he valid for 
the very high levels of serum cholesterol found in 
v hypercholesterolemia, hut Cornfield claims his 
v. formula is valid for the whole range of cholesterol 
J levels. : ■■ • •• • 

A total of 1329 male persons between the ages of 
40 to 59 were examined for freedom of coronary 
heart disease in the Framginham Study. Neither 
then (19G2) nor at the present time can even the 
* most astute diagnostic ian say with certainty that an 
individual is free of coronary heart disease. So one 
of the basic assumptions of the Framingham Study 
is open to serious doubt. 

Of the 1329 allegedly coronary heart disease-free 
persons only 92 developed various incidents of 
coronary heart disease, which must have included 
angina pectoris. Seventy-four were distributed over 
a range of cholesterol from 200 to 2S4 mgs per 
cent, with groupings as high as 23 to a low of 2 per¬ 
sons. The groupings were arbitrarily chosen av 
shown in Tabic II reprinted from Cornfield's paper 
(sec at left). A questionable transformation takes 
place by semantic legerdemain on the part of the 
Commission, The risk of coronary heart disease in 
92 persons out of a group of 1329 reported by Corn¬ 
field is equated by the Commission to the incidau e 
of coronary heart disease in many millions of the 
U.S.. if not the world's, population — a substitution 
which is unacceptable. Again, wc doubt the ac¬ 
curacy of the data presented to the computer. 

It is a known fact that cholesterol in the it'*::* 
fasting individual, as tested in Framingham, b not 
greatly affected by dietary intake of fats and ch».Vv 
terol in the short run. From values of <>m •»:.n 
study, described below, as well as from the w«uM 
literature vve learn that the same individual has 
variable values of serum cholesterol on dithtrit 
. days, different seasons and other c iu umstaiRes. 1 

Cholesterol was determined in five males an i 
five females of ail age group from IS to .10 car l'*o 
different occasions. On one «xc.iM<>n a low c j* m;c 
breakfast was served consisting of two otm» t> of 
. 0\al'tinc r ** dis solved in twelve ounces of in;:*.. 

"Outline* cffflfjKit |«i«rf'in c^mIs ritiuV«»tM’«S Ut •» \ 
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i».. .« subsequent cl i> .1 high ta?«>tii breakfast toil- 
•—•mi.; *»l eggs. sausages. 1nr.ul: lit titer, .isicl 

\»a«ge juice na> consumed. Post prandial hbind 
, viinu*n> were examined 15 minutes after the 
individual finished eating the low* caloric meal. 
Ninety, minutes alter the high calorie meal post- 
sundial 1*1 *hkI specimens were examined. Four in¬ 
dividuals »2 males and 2 Icmalcst aged between SO 
»n 24 mutinied the high cabnu meal with an addi- 
:;<»n ol 2 ounc es of ()\altine‘ ; in 12 ounces of milk. 

: ruing ami till minutes jw»vt prandial specimens 
self examined. Tlieic was a total of different 
»;»*lestei»'l deter initiations. • /- 

It was found that imlv eight tunes did the fasting 
j*id jMist prandial spec iinens pair i*;te Talile III, 
hige OOi. The other pairs of fasting and post-pran- 
sSi.il values varied significantly in the same in- 
diviiltial and projecting this finding t«> the Framing- 
bam Study, !>*>% of the jHpt-prandial valuesused in 
:his [Hiptdation group might he subject to grouping 
. bailees—a fat tor that would throw the application 
*»! C omficl.Fs equation to the Framingham Study 
mio serious douhr. ^ / 

Flu* Framingham Flood specimens were taken 
when convenient to the volunteers regardless of 
.lieu time of the day. or other anamnestic in* 
tiuvmcs. The accuracy of our determinations was 
t.t. 5 % as determined by duplicates. If hyper- 
» hole-ncrolcmin is delined as serum values over 260 
u;% per lent, only one individual had muJi a fast- 
mg scrum value, and that went down 2 n-W nigs 
! u i cut pot piandialls. jumping two of Cornfield's 
•ample umups. It is al*o quite presumptuous to 
piojeit or generalize findings found in a homo* 
*,t neons northeastern lomimmity v.-hosc tat ial and 
* (hull b.u kgnmiul is not; given and which could 
h ive i n:up!eiciv different eating habits to emfu.it e 
*!«" coioidi laMr diversitv of the United States. 
.* otdation It fiis bein irjjotted !#v others in epi* 

*• :nio!o.*ii .d studie s that the death xate from ioju- 
/. itv heart discMM* is detferretu in various states of 
4 >t* Union.*■ ' ' . 1 

- line to tin* n.tt iow i.m je chosen bv ( ornfiehl ill 
; groupings. .m indiv idual’s i hoje^tero! level 
• add vhifi liotn one of ( oinfitM s i holestcrol 
.:>.ups into another. tioin d.iv to «!av. and week to 
' eek. I his Would aho apple to fdonl pressure 
r;»*Miiiiri!iriilv 1 lie-sr shifts would then raise havoc 
< oi n folds t«*imu!a Vgaifi we find ( oitifirM's 

' pittabU wanting hi* *1* *gu a IK though vta- 

btuaUv valid, assuming flu* «**tis:.in»y of starring 
•illles # . 

I oil,fa !•! .i!mi stu s* i vtJ.i t H I lb if I be |* n Milage 
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ledui tion of iholeNterol per tains to risk of coronary 
he ii t disease in all values of the ta!»!e hi^h nr low. 
Ihn it is ditferem.il one ionshlers the presentation 
of risk in actual milligram per cent reduction. 
There we have a l.u»e absolute dilferencc in risk 
when added to a l.ir^e. rather than to a small, initial 
level of serum cholesterol. 

With complete disregard of the above considera¬ 
tions. tlu* Commisdnn devised its own interpreta¬ 
tion of Cornftehrs data. Instead of n\/;, we are now 
told that the coronary heart disease itu idrttce is re- 
timed with a relative reduction in scrum choles¬ 
terol. According to WchsterN Diuioiurv. 2nd edi¬ 
tion. risk and incidence have two completely unre¬ 
lated meanin^s— . , , 

Incidence: act. fact, manner of falling upon or 

alTecting. range of occurrence or influence * V 
Risk: degree of probability of lo>s or chance of loss 

We are now told that a 10 ^ reduction of choles¬ 
terol in the population of the United States will 
yield a dec rease of 21 . 1 % in the incitlvnce of coro¬ 
nary heart disease. Fiotu Table 16 in the Commis- 
sion\ report we can learn that a 50% decrease in 
serum cholesterol will yield a decrease of S 1 . 2 %, of 
the itn idctu t' of coronary heart disease. Any bio¬ 
logically oriented researcher knows that tins is a 
physiologic impossibility and is absurd in its im- 
plnation because a 50% redut lion of scrum choles¬ 
terol lev civ may entail untold dangers. 

(.oinfield must have sensed these short comings 
Imams* in a later publication 7 he stated, 

**\Vc must admit at the outset that wc have no se- 
ctite basis tor estimating the reduction in incidence 
of «>r itioVt.ility liotn coronatv heart disease that 
could be achieved by application of current knowl¬ 
edge/* lie also states in tlie same article. "It seems 
clear tb.it despite a very considerable scientific 
etfuil and some tamali/iiigly suggestive results, we 
have* ih> ili.ii rtit gciieialb accepted answer to the 
question wht tJiei < hoh vtcii,| lower iug me runes can 
atfei i t«»iimaty heait dbtMM*." We concur in C'orn- 
lieliFs douIlls. We ti l l that his equation is not valid 
biologic ally and should not he Used to suhstantiate 
the implied elfvc | of po>pwed dietary change's sirg- 
gestrd bv the ( jiiniuis»ioii. 

i )l »%i*sh*c l with the idea ot col iclatiilg Values from 
Mock! c]iciiiis(!v with .iciu.il di>e.isi* f tl;eCommis¬ 
sion w.i> iiudistuihed li\ reality and objectivity. 
Sun 4 - tin- ( oiiituissioit Y mind was made up i" *' 1 
Valu e, the tueiiibetsliip ot ihr- : CV»inini>s-i*.iM «11« 

\s.ii it to !»e li*ithcieil with the «oiilusing facts. For 
e\ iiuple. in a stiulv of c ig.ii* tte sin*»kiiig. the lind 
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